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ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of the amendment filed 7/1 0/03 wherein the 
specification was amended and claims 1-63, 70-79, and 81-88 were canceled. In 
addition, the Examiner acknowledges the amendment filed 1 1/19/03 wherein the 
specification was amended. 

Note : Claims 64-69 and 80 are pending. 

APPLICANT'S INVENTION 

2. Applicant's invention is directed to a method of evaluating the efficacy of targeted 
drug therapy and a method of preparing a gas container as set forth in independent 
claims 64 and 80. 

RESPONSE TO APPLICANT'S ELECTION 

3. Applicant's election without traverse of Group VII in the reply filed on 8/14/06 is 
acknowledged. Thus, the restriction is deemed proper and is made FINAL . 

Note : Group VII is drawn to a method of evaluating the efficacy of a targeted 
drug therapy wherein the treatment condition is cardiac/pulmonary and a 
pharmaceutical preparation is administered. 



WITHDRAWN CLAIM 

4. Claim 80 is withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention/species. 
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DOUBLE PATENTING REJECTIONS 

5. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington,AW F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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6. Claims 64-69 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 26 and 30 of 
copending Application No. 10/356,240. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because both sets of claims are 
directed to administering a pharmaceutical agent, generating an image, and evaluating 
image data. While the steps are not the same, a skilled practitioner in the art would 
recognized (1) that in both cases, the effect of a pharmaceutical administered to a 
subject is being evaluated and (2) the steps of the instant invention are encompassed 
by those of 10/356,240 which contain more details as to how the NMR data is obtained 
and analyzed. It should be noted that the step of claim 66 (instant invention) is inherent 
since if one is evaluating the imaging data from the target area. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

7. Claims 64-69 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 49 and 53 of 
copending Application No. 10/761 ,794 Although the conflicting claims are not identical, 
they are not patentably distinct from each other because both sets of claims are 
directed to administering a pharmaceutical agent, generating an image, and evaluating 
image data. While the steps are not the same, a skilled practitioner in the art would 
recognized (1) that in both cases, the effect of a pharmaceutical administered to a 
subject is being evaluated and (2) the steps of the instant invention are encompassed 
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by those of 10/761 ,794 which contain more details as to how the NMR data is obtained 
and analyzed. It should be noted that the step of claim 66 (instant invention) is inherent 
since if one is evaluating the imaging data from the target area. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

8. Claims 64-69 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1, 2, 12, 13, 15, 17, 19, 20, and 31 
of U.S. Patent No. 6,630,126. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because both sets of claims are directed to 
administering a pharmaceutical agent, generating an image, and evaluating image data. 
While the steps are not the same, a skilled practitioner in the art would recognized (1) 
that in both cases, the effect of a pharmaceutical administered to a subject is being 
evaluated and (2) the steps of the instant invention are encompassed by the patented 
invention which contain more details as to how the NMR data is obtained and analyzed. 
It should be noted that the step of claim 66 (instant invention) is inherent since if one is 
evaluating the imaging data from the target area. 

9. Claims 64-69 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-8 and 24-34 of U.S. Patent No. 
6,808,699. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because both sets of claims are directed to administering a 
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pharmaceutical agent, generating an image, and evaluating image data. While the 
steps are not the same, a skilled practitioner in the art would recognized (1) that in both 
cases, the effect of a pharmaceutical administered to a subject is being evaluated and 
(2) the steps of the instant invention are encompassed by those of the patented 
invention which contain more details as to how the NMR data is obtained and analyzed. 
It should be noted that the step of claim 66 (instant invention) is inherent since if one is 
evaluating the imaging data from the target area. 

103 REJECTIONS 

1 0. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 1 

1 1 . Claims 64-69 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ardenkjaer-Larsen et al (US Patent No. 6,453,188). 

Ardenkjaer-Larsen et al disclose a method of magnetic resonance imaging 
wherein a hyperpolarizable gas is administered to a subject along with a imaging agent 
and optionally, generating an image or biological functional data or dynamic flow data 
from the detected signal (see entire document, especially, abstract; column 2, lines 28- 
50; column 3, lines 9-18; column 8, lines 18-27). A suitable gas that may be 
hyperpolarized is 129Xe (column 2, lines 51-67). The imaging agent may be formulated 
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| with conventional pharmaceutical or veterinary carriers or excipients. The formulations 

may include stabilizers, antioxidants, osmolality adjusting agents, solubilizing agents, 
emulsifiers, viscosity enhancers, and buffers. The formulations may be administered 
directly into body cavities such as the lungs or injected or infused into the 
cardiovascular system (column 10, lines 17-38). The imaging agent may be injected 
simultaneously at a series of administration sites such that a greater proportion of the 
vascular tree may be visualized before the polarization is lost through relaxation 
(column 1 1 , lines 20-26). Once the imaging agent has been administered to the 
subject, the procedure for detecting the magnetic resonance signals is that which is well 
known in the art (i.e., echo planar imaging, spiral scan, etc.) [column 1 1 , lines 33-39]. 
The technique of Ardenkjaer-Larsen et al may be used as a diagnostic tool such that 
images may be obtained 4-5 second post injection (column 1 1 , lines 40-48). Thus, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to evaluate the efficacy of a targeted drug therapy as set forth in independent 
claim 64 because Ardenkjaer-Larsen et al disclose a method of magnetic resonance 
imaging wherein a pharmaceutical composition is administered to a subject in 
combination with a hyperpolarizable gas such as 129Xe and an image is generated and 
data is analyzed. Furthermore, it would be obvious to use the procedure disclosed in 
Ardenkjaer-Larsen et al for treatments involving a cardiac/pulmonary condition because 
the reference discloses in column 10, lines 30-36, that the pharmaceuticals formulations 
may be used for applications such as external voidance ducts such as the lungs or the 
formulation may be injected or infused into the cardiovascular system. 
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COMMENTS/NOTES 

1 2. Applicant is respectfully requested to amend the claims to read on the elected 
invention. 



examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571^272-1000. 



1 3. Any inquiry concerning this communication or earlier communications from the 
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